
A just adopted revision of 
the Resolution for Procedure of certification of suitability to the 

monographs of the PhEur 
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欧洲药典适应性证书决议 － 最新版本 

AP-CSP (07)1)取代(AP-CSP (99) 4 
 
No change in the content (neither in the scope nor in the process flow) but in the form and for 
up-dating 
 

内容没有变动（适用范围、申报流程均未变动），但表格和COS证书更新有所变化。 
 
The changes included in this revised text concern, beside editorial changes: 

除编辑文字变化之外，还有以下变动： 
 
- Suppression of the documents attached in annex of the resolution: these 

technical/administrative documents (content of the dossier, revision of ceps..) were 
obsolete and exist now as separate up-dated documents (available on the web site) 

 

- 取消决议的附件：这些技术/管理文件(申报材料内容要求，CEP更新；)不再有效，

现已单独另做更新（见EDQM网站）。 
 
- Up-date of the documents referred to (EU/EMEA/EDQM documents now listed in a 

separate paragraph at the end of the document (paragraph 7) 
 

相关参考文件的更新：（EU/EMEA/EDQM文件列在本文最后一段（第7节） 
 
- Up-date on follow-up of CEPs (paragraph 6) in relation to the new policy for 

revision/renewal. 
 

更新CEP证书维护程序（第6节）：使之与更新/修订的新规定相适应（自2004年9月

起执行，见变更MA的修订法规。） 
 
- Addition of a paragraph on suspension of CEPs 
 

 增加了暂停CEP证书的段落。 
 
 


